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DETAILED ACTION 

1. A request for continued examination under 37 CFR 1.114, 
including the fee set forth in 37 CFR 1.17(e), was filed 6/21/07 
in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 
1.114, and the fee set forth in 37 CFR 1.17(e) has been timely- 
paid, the finality of the previous Office action has been 
withdrawn pursuant to 37 CFR 1.114. Applicant's submission 
filed on 6/21/07 has been entered. 

Claims 31-34 have been cancelled. 
Claims 9 and 11 have been amended. 
Claims 35-3 6 have been added. 

Claims 9, 11, 29-30, and 35-3 6 are pending and are under 
examination. 

2. The rejection of the claims under 35 U.S.C. 112 first 
paragraph is withdrawn in view of Applicant's amendment to the 
claims. 

3. In view of Applicant's amendment, the previous rejection of 
the claims under 35 U.S.C. 102 is withdrawn. However, 
Applicant's arguments relevant to the new grounds of rejection 
will be addressed below. 

4. The following are new grounds of rejection. 

5. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and of 
the manner and process of making and using it, in such full, clear, concise, 
and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same 
and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

Claims 9, 11, 29-30, and 35-36 are rejected under 35 U.S.C. 
112, first paragraph, as the specification does not contain a 
written description of the claimed invention, in that the 
disclosure does not reasonably convey to one skilled in the 
relevant art that the inventor (s) had possession of the claimed 
invention at the time the application was filed. This is a new 
matter rejection. 

The specification and the claims as originally filed do 
not provide support for the invention as now claimed, 
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specifically: 

A method comprising "separating human Trl-like regulatory- 
cells from CD4+CD25+ T cells (Claim 9, and dependant claims 11, 
29-30, and 35-36) . 

Applicant indicates that support for the new limitations of 
the claims can be found on page. 3 and examples 4 and 5 of the 
specification, as well as in original claim 4. 

A review of the specification fails to reveal support for 
the new limitations. 

At page 3 the specification discloses obtaining Trl-like 
regulatory T cells by anergizing CD4+CD25- T cells by contact 
with CD4+CD25+ T cells. However, the specification does not 
disclose "separating" the Trl-like regulatory cells "from 
CD4+CD25+ T cells. Original claim 4 is drawn to "isolated" Trl- 
like regulatory T cells obtainable by anergizing CD4+CD25- T 
cells. However, "isolated" Trl like regulatory T cells does not 
have the same scope as regulatory T cells "separated" from 
CD4+CD2 5+ T cells. Moreover, original claim 4 is drawn to a 
regulatory T cell obtainable by anergizing a CD4+CD25- T cell, 
and not to a method of producing a regulatory T cell comprising 
anergizing CD4+CD25- T cells by contact with CD4+CD25+ T cells. 
Examples 4 and 5 of the specification describe specific examples 
in which CFSE labeled CD4+CD25- T cells are cultured at a 
particular ratio with CD4+CD25+ T cells, followed by FACS 
sorting the CFSE labeled and unlabelled cells. However, this 
specific example does not provide adequate support for the more 
generic method now claimed, which encompasses contacting cells 
at any ratio, followed by separating the cells by any means. 

6. The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or 
a foreign country or in public use or on sale in this country, more than one 
year prior to the date of application for patent in the United States . 

Claims 9, 11, 29-30, and 35-36 are rejected under 35 
U.S.C. 102(b) as being anticipated by Baecher-Allan et al . (of 
record) . 
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Baecher-Allan et al . teach a method comprising isolating 
human PBMC, followed by incubating said PBMC with antibodies, 
and separating the PBMC into CD4+CD25+ and CD4+CD25- populations 
by FACS sorting (see page 1246 in particular) . Therefore, 
Baecher-Allan et al . have co-cultured the CD4+CD25- T cells with 
CD4+CD25+ T cells ex vivo during the incubation with antibodies. 
Said CD4+CD25- T cells would inherently comprise Trl like 
regulatory T cells that produce IL-10 and suppress 
proliferation, since they have been contacted with CD4+CD25+ T 
cells, as recited in the instant claims. Furthermore, said 
CD4+CD25- T cells have also been contacted in vivo with 
CD4+CD25+ T cells before isolation. 

Thus, the reference clearly anticipates the invention. 

Applicant argues that Baecher-Allan et al . do not teach 
separation after anergizing Trl-like regulatory T cells. 
However, the CD4+CD25- T cells taught by Baecher-Allan et al . 
have been contacted with CD4+CD25+ T cells in vivo and ex-vivo, 
and would therefore inherently comprise Trl-like regulatory T 
cells. Furthermore, the FACS sorting performed by Baecher-Allan 
et al . results in the separation of the T cell populations. 

6. The following is a quotation of the appropriate paragraphs of 
3 5 U.S.C. 102 that form the basis for the rejections under this 
section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or 
described in a printed publication in this or a foreign country, before the 
invention thereof by the applicant for a patent. 

Claims 9, 11, 29-30, and 35-36 are rejected under 35 
U.S.C. 102(a) as being anticipated by Jonuleit et 1 . , July 15, 
2002 . 

Jonuleit et al . teach a method of producing human 
regulatory T cells comprising co-culturing CD4+ T cells (which 
inherently comprise CD4+CD25- T cells) with CD4+CD25+ T cells, 
followed by separating the regulatory CD4+ T cells from the 
CD4+CD25+ T cells (see page 256 and 258 in particular) . 
Jonuleit et al . teach that the regulatory T cells suppress 
proliferation of CD4 T cells (see page 258 in particular) . 
Furthermore, the regulatory T cells taught by Jonuleit et al . 
would inherently produce IL-10, since they have been obtained by 
a method identical to that of the instant claims. Additionally, 
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the- regulatory T cells taught by Jonuleit et al . have also been 
contacted with CD4+CD25+ T cells in vivo before isolation. 

Thus, the reference clearly anticipates the invention. 

7. No claim is allowed. 

8. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Amy E. 
Juedes, Ph.D. whose telephone number is 571-272-4471. The 
examiner can normally be reached on 8am - 5pm, Monday through 
Friday. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Christina Chan can be 
reached on 571-272-0841. The fax phone number for the 
organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . If you would 
like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 
(IN USA OR CANADA) or 571-272-1000. 



Amy E . Juedes , Ph . D . 
Patent Examiner 
Technology Center 1600 
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